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EBPASUMCKHHN 3KOHOMHMYECKHUH . COIO3

MHEHHCTEPCTBO INTPOMBILNJIEHHOCTH H TOPI'OBJIH
POCCHHMCKOH @EJEPAIIMH

CEPTHD®HUKAT

COOTBETCTBHS TPEBOBAHHSM TTPABHIT HAUTEXCALLEN TTPOM3BOACTBEHHON
TTPAKTUKH EBPAZUHCKOTO DKOHOMHYECKOTO COIO3A

Ne GMP/EAEU/RU/00063-2021
Cpok nedicteus ¢ 14.04.2021 no 13.04.2024

Beinan 1o uroram nposejenus (apMmaleBTHHECKOi MHCNEKIIMH B COOTBETCTBHM C
[Ipagunamu nposesenus GapmaneBTHYECKHX HHCTIEKIINH

MMHHCTEPCTBOM [IPOMBILUIEHHOCTH U TOproeiu Poccniickoi Meepannu

(HDIIHOE HAMMEHOBAHHWE YNOJIHOMOYEHHOIO OPFﬂHE)

HO/ATBEPIKAAET CIEAYIOIIEE:
npoBejieHa (GapMaleBTHUECKAsS HHCIIEKI[HS

@I’y «<MOCKOBCKHHA SHJIOKPUHHbLINA 3A_BOJ.I>L

(nonHOE HAMMEHOBAHHE HPDHBBO.IIHT&J'UI)

1. Mockea, yi. Hopoxoxnosckas, . 25, cip. 7

(anpec NpOM3BOACTBEHHON MIOWANKH)

Ha OCHOBaHMM 3asBieHms Ne 5891/11012/20 or 15.12.2020 na
paspeiieHus (NMLEH3MHM) Ha OCYLUECTBIEHHE HESITEILHOCTH 10
JIEKapCTBEHHbIX CPEACTB.

Ha ocHoBanMM cBeJEHMH, NOJYYEHHBIX MPU IPOBeJeHUM dapMaLIeBTHICCKOH
UHCIIEKLMHK, TOocleaHas #3 Koropelx Oblia nposenena 07.04.2021. 14.04.2021.
4YTO JaHHBIH  (apManeBTHYeCKUd NPOM3BOAMTE/L  COOTBEICTBYET
TpeboBanuam llparun Hajulexameil npous3BoAcTBeHHON npakTtuky Erpazuiickoro
IKOHOMHYECKOT0 COH3a.

Hacrosiumuii ceprudukaT orTpakaer cTaryc HPOM3BOJCTBEHHON IUIOMIAJAKY HA A4ty
LpOBe/IeHHs  (PapMalleBTHYECKOH MHCIEKUMH W [0 MCTEYEeHWM 3 JIeT ¢ Jarsl
IpoBejieHus DTOH  (apMalleBTHYeCKOH MHCMEKUWH HE JAOIDKEH [PUHUMATHCS B
Ka4yecTBe JJOKyMEHTa, CBUACTENLCTBYIOLIETO O CTATYCE COOTBETCTRUA. CpoK AeHcTRus

HOJIYUEHHE
NPOM3BO/ICTBY

CUMTACTCSL,
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GMP/EAEU/RU/00063-2021

cepmqmlcal'a MOKET ObBITh COKpallgH HWIH  paclIupeH  TIIpH MCIOJb30BAHMN
COOTBCTCTBYROLINX LHIPHHLHIIOB YHpAaBJIICHHA PHCKaM#H InpH HAJIM4MH
COOTBETCTRYIOIIEH 3alucu 06 sTOM B II0JIE ((DI]J&HH'-I&HPD’I WIH TOSICHUTENLHEIE
3aMETKH, Kacalomecs odnactu NPHUMCHEHHUA HACTOALLETO cepmq)mca' ax.
C@pTH(bHK&T ABJIACTCA ,Ilﬂﬁ_CTBHTGJIhHBIM B ClIy4ac NpeicTaBlICHHUs BCEX €10 CTpaHMIL]
(KaK OCHOBHBIX JIHCTOB, TAK ¥ JOINOJIHHTEIBHBIX HHCTDB).

AyYTEHTUYHOCTh (OJUIMHHOCTE) HACTOALIEro cepTUdUKaTa MOKHO 1pOBEpUThL B Dase
JaHHbIX MuHnpomropra Poccuu.

Eciu ceprudukar He npeicrapieH B yKa3aHHOH 0a3e 1aHHBIX, CEIyeT Dﬁpamrbca B
Y110JIHOMOYEHHBIH OpraH, ero BhIaBIIHiA.

B.C. Ocbmakos




T\IMHHCTEPCTBD NPOMBIIIJIEHHOCTH U TOPFOB‘JV[
POCCHICKON ®EJEPAIINNA

GMP/EAEU/RU/00063-2021

JlexapcTBeHHbIe CPEACTBA IS MEAHIMHCKOI0 NPHMEHEHH s

[] BerepuHapHbie J1€KapCTBEHHEIE CPEACTRA

X DxcnepuMeHTAlILHBIE CpeCTBA

IIpousBoacTBO H KOHTPOJIL Ka4ecTBa
1. IPOM3BOJCTBEHHBIE OIIEPAIIUU — IEKAPCTBEHHA#
NPOAYKLIMA

1. Cmepunoras npodykyus

1. llpmymms NPHIOTOBJIEHHAs acenTHyeckum nyTeMm (onepaimm 06paboTKH
15 CHIEIYIOIIMX JTEKaPCTREHHBIX (GOpM):

L] suaxue nekapersennsie dopmsl 601b110T0 06beMa

Ll skuyixue nexapcTBeHHBIE HOpPMbI MAIOT0 00beMa

[] nucnepcuu

(] nnodunuzare:
O TBepbie TeKapCTBEHHbIE (JOPMBI U UMILIAHTATHI

L] Markue jiekapcreeHHble HOpMBI
L] nipoyas nponykiws

[] 2. Tpoaykuusi, noaseprawomascs GUHALIHON CTEpUIM3aLMK (OTiepaluu
00paboTKH /715 ClIeYOLINX JIEKAPCTREHHBIX (OpM):

L1 sxuakue JekapcTBeHHble Gopmbl Goiboro oosema

L] sxmakue iekapcTBeHHEIE GOPMBI Maloro obbema

L1 TBep/ibie NeKapcTBEeHHbIE GOPMBI U UMIUTAHTATEI

L] msirkue nekapcTBeHHEBIE HOPMEI

L] npouast npoayKius, JeKapcTREHHbBIE (HOPMBL

[ 3. Belnmyckaroiuunii KOHTPoIIb KauyecTsa
2. Hecmepunvnas npodykyus =

R Hemepunbﬂaﬂ npoayKius (onepanuu o6paboTKu Juist CIEIYIOIINX
JIEKAPCTEEHHBIX (hOpM):

L] kancyisl B TBep10#t 060104Ke

[ kancyJibl B Msrko# obonouke

L] skeBaTesbHbIE JIEKAPCTBEHHBIE HOPMEI

 [J umopernupoBaHHsie JieKapCTBEHHBIE (HOPMBI
Ll skuaKue TeKapcTReHHbIE (POPMBI LISl HAPYIKHOTO IIPUMEHEHHS!

L] skmakue JIEKAPCTBCHHBIE QJDPMI:] JJIA BHYTPCHHCEIO IIPHMEHEHHSA

[} meauuuHcKue razsl

L] npoyue TBEp/ible ieKapCTBEHHBIE GOPMEI
L] npenapaTtel, HAXOALIMECS N0 JABICHUEM
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[] reneparopsl pafiMuoOHyKJIH/I0B

] Msirkue JeKkapcTBEHHEIE (HOPMEI

L] cBeuw (Cynio3uTopun)

L] TabneTku ;

L] TpaHcaepmMalibHbIE IUIACTHIPU

[l yerpoiicTra U1 MHTPapyMHHAIEHOIO (BHYTpUpPYOLIOBOI'0) BBEAEHHS
L] npouast npoayKums, jieKapcTBeHHbIE (OPMbI

[] 2. Beinyckarouuii KOHTPOJIb KauecTsa
il 3. Buonozuyeckas 1ekapcmeeHHas npooyKyus

[J 1. buonoruyeckas JeKapCTBEHHAs NPOAYKIUSA:

L] 1posiyKThl KpOBH

[ ] uMMyHOJIOrHYECKas IPOJYKLIMs

[J 1potyKThl Ha OCHOBE COMAaTHYECKHMX KIIETOK

[] renoTepaneBTH4YecKHe IIPOLYKTh

L] npojiyKThl TKAHEBOH HHKEHEPUH

L] GuorexHoornyeckas HpoayKius

L] npotyKThi, YKCTParupOBaHHbIC U3 JKMBOTHBIX HCTOYHUKOB MJIM OPIaHOB
(TKaHel) yeaoBeka

L] iipouas npoaykitus

. 2. Boiityckaioniuii KOHTPOJIb KauecTa (epeyeHb TUIIOB NPOJYKIMH):

L] npoaykThi KpoRK

] uMMyHOJIOrHueCKas TPOAYKIMs
L[] npoayKkThl HA OCHOBE COMaTHYECKUX KIIETOK

[] reHoTeparneBTHUECKHE TPONYKThI

L] npojiyKTh! TKaHERO#H MIDKEHEPHH

[] 6roTexHONOru4yecKas npoayKius

(] mpo/tyKThl, 9KCTpParupoOBaHHEIE U3 JKUBOTHBIX UCTOYHUKOR WIIH OPIAHOR
(TKaHeH) YeaoBeKa

[ npouasi npojyKuus

B.C. Ocbmakos
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4. Ilpouas npodyKuua wiu nPpoUu3s00CHMEECHHAN OeRMENbHOCHE

[1 1. IlpouzsoacTso:

L] pacTuTesnbHOM npoayKUMH
L] roMeonaryeckoi mpoayKuuu

L] npouast npoaykuus

[ 2. Crepunuzanns aKTHBHBIX BELIECTB, BCIOMOTATENBHBIX BEIIECTB, TOTOBOH
HPOLYKLIMK:

L! dunsrpamus

] CYXOKapoBasd CTCpUIIH3AIINA

L] crepuiuzanus napom

L] xuMHYECKas CTEpHIM3aLus

L] cTepuinzanus raMma-usiydeHuem

Ller CPHITH3alHA MICKTPOHHBIM H3JIYYEHHEM

L] 3. Ipouee

1 4. Ileppuunas (BHyTpEHH:s1) YIIaKOBKa:

[] xkamcyniel B TBEpAO# 060II0UKE

[ kancynsl B Marko# obonoyike
i JKEBaTE/IbHbIE JIEKAPCTBEHHBIE (OPMBbI

L] umiperuupoBanHbie IeKapeTBEHHbIE (GOPMEL

] KHOKHE J'IGdeCTBEHHI:Iﬂ (bOpMLI HJIA HAPYAHOI'O IIPUMEHEHMS

L1 sxunkue nekapcTReHHBIE GOPMEI UL BHyTpEHHEFD HPUMEHEHHS
[} MeauiMECKHE ra3kl

I npouue TBepble JiekapcTBeHHBIE HOPMEI

[ npenaparsl, HaxoasuMecs No/| NapjieHHEM
[ reHeparops! pagroHyKIIHI0B
L] msirkue siekapcTBeHHBIE (OPMEI

[] cBeun (cynmnosuropun)

[] rabnerkn

L] TpancaepMalibHBIC TUIACTHIPH
L] ycrpolicTsa Juis MHTPapyMHUHAIBHOTO (BHyTpprﬁLIOBOI 0) BBEACHMs
L] npoyas npoayKuusi, JiekapcTBeHnbie Gopmbl

[ 5. Bropuusnas (noTpebuTensekas) yakoBKa

[] 6. Bbinyckarouuii KOHTpOIIb KayecTBa

1 7. Mukpobuo10ruueckoe TeCTHpPOBAHUE: CTEPHIIBHOCTD
L1 8. MukpoOHOI0rH4ecKOe TECTHPOBAHME: HECTEPUIIBHOCTD

[19. Xumuueckoe (hu3uueckoe) TeCTUpOBaHKE

B 10. Buonoruueckoe TecTHPOBAHHE
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11. KOHTPO.J1b KAYECTBA IIPU UMITOPTE JlEKAPCTBEHHO]?I
MPOAYKIIMHU

X 1. KonTpoJib Ka4yecTBa HMIIOPTHPYEMOIi JIeKAPCTBeHHOH NPOAYKIHE:

L] MuKkpobuOI0TrHYECKOE TECTHPOBAHHME: CTEPUIBHOCTD

[ MHI(pOGHOIlDFHlIECKDE TECTHPOBAHHE: HECTEPHIILHOCTL

L1 xumuueckoe (hu3HdecKoe) TECTHPORAHHE

Xl Guororuveckoe TecTHpoBaHHE

L1 2. Beinyckaromuii KOHTpo:k (cepTUhUKALUs CEPUil) MMIIOPTHPYEMOH
[IPOAYKLHMY

LI Crepunbnas n0pojlyKuus:

L] HNPOAYKLHA, IIPHUI'OTOBICHHAA ACENTHYECKHM IIYTEM

L] nposykums, nojeepratoimasics GUHUALIHON CTEPHIAZAINK

[ HectepuiibHasi IpoayKiust

L] buosioryueckas neKapcTBEHHasA NPOAYKIMS:

] nposykTsl KpoBH

L] UMMYHOJIOIHYECKAA NMPOaYKIKA

P e Sl SOOI T e
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L] NPOAYKTBl Ha OCHOBE COMATHYCCKHX KIIETOK

L] renorepancRTHYECKHE MPOAYKTHI

L] npojtyKThl TKaHEBOH MHKEHEPHH

L] GuoTexnosornyeckas npoayKius

L] ripotyKTBI, SKCTParupOBaHHEIE W3 JKUBOTHEIX UCTOUHMKOB UM OPraHOR
(TKaHel) Yenopeka

el

L] npouas npoayKius

L1 3. Ilpoyas nesTenbHOCTE MO UMITOPTY (BBO3Y):

(T

[ nuionjazka ¢pusuyeckoro umMnopra (BBo3a)

[} uMIIopT IpOMERYTOIHOTO TIPOJIYKTA, HOABEPraOIIerocs AaibHeniuei
obpaborke

L1 ipouee

2F mrons 2021 r.
lzc?cztzu cepmuchpuxama)
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